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Patentees hereby respectfully request the issuance of a Certificate of Correction in 
connection with the above-identified patent. The corrections are listed on the attached Form 
PTO-1050. The corrections requested are as follows: 

Column 30 : 

Line 39 (claim 12, line 2), before "carbohydrates," insert - the group consisting of--. 

Line 42 (claim 13, line 2), before "sucrose", insert — the group consisting of—. 

Line 55 (claim 17, line 3), before "an anti-oxidant," insert ~ the group consisting of--. 

Column 3 1 : 

Line 14 (claim 24, line 1), after "claim", delete "23" and insert ~ 19 --. 
Line 18 (claim 26, line 1), after "claim", delete "25" and insert ~ 19 — . 
Line 39 (claim 32, line 3), after "consisting of a backing layer," delete "and". 

Column 32 : 

Line 10 (claim 42, line 2), before "carbohydrates," insert ~ the group consisting of-. 

Line 13 (claim 43, line 2), before "sucrose", insert — the group consisting of—. 

Line 27 (claim 47, line 3), before "an anti-oxidant," insert - the group consisting of--. 



Sir: 



DC:561239.1 



The requested changes are to correct errors of a clerical or typographical nature and do 
not involve changes that would constitute new matter or require reexamination. Regarding 
claims 12, 13, 17, 43, 43 and 47, proper Markush language has been added, while for claims 24 
and 26, the changes were made to provide proper antecedent basis. 
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due course. 
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It is certified that an error appears or errors appear in the above-identified patent and that said Letters 
Patent is hereby corrected as shown below: 

Column 30 : 

Line 39 (claim 12, line 2), before "carbohydrates," insert — the group consisting of--. 

Line 42 (claim 13, line 2), before "sucrose", insert — the group consisting of--. 

Line 55 (claim 17, line 3), before "an anti-oxidant," insert — the group consisting of--. 

Column 31 : 

Line 14 (claim 24, line 1), after "claim", delete "23" and insert -- 19 --. 
Line 18 (claim 26, line 1), after "claim", delete "25" and insert ~ 19 --. 
Line 39 (claim 32, line 3), after "consisting of a backing layer," delete "and". 

Column 32 : 

Line 10 (claim 42, line 2), before "carbohydrates," insert -- the group consisting of—. 

Line 13 (claim 43, line 2), before "sucrose", insert -- the group consisting of — . 

Line 27 (claim 47, line 3), before "an anti-oxidant," insert ~ the group consisting of--. 
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occluded and 0.5 for the adjacent non-occluded s 
accounting for a m: 



Draize irritation index. 



Erythema and Eschar Formation 
No erythema 

Very slight erythema (barely perceptible) 
Well defined erythema 
Moderate to severe erythema 
Severe erythema (beet redness) to eschar formation 
nting grading of erythema 



Eden 



Moderate edema (raised approximately 1 mm) 
Severe edema (raised more than 1 mm and extending 
beyond area of exposure) 



Cumulative Irritation In 



Response category 



b. Tolerability Evaluation 

Pain scores were in the range of 0-50 mm. The pain score 
per subject was an average from 10 ViaDerm applications. 
The average values (per site of treatment) ranged from 2.1 40 
mm to 7.02 mm. Those values are considered negligible. 

The foregoing description of the specific embodiments 
will so fully reveal the general nature of the invention that 
others can, by applying current knowledge, readily modify 45 
and/or adapt for various applications such specific embodi- 
ments without undue experimentation and without departing 
from the generic concept, and, therefore, such adaptations 
and modifications should and are intended to be compre- 
hended within the meaning and range of equivalents of the 50 
disclosed embodiments. It is to be understood that the 
phraseology or terminology employed herein is for the 
purpose of description and not of limitation. The means, 
materials, and steps for carrying out various disclosed func- 
tions may take a variety of alternative forms without depart- 55 
ing from the invention. Thus the expressions "means 
to ... " and "means for . . . ", or any method step language, 
as may be found in the specification above and/or in the 
claims below, followed by a functional statement, are 
intended to define and cover whatever structural, physical, 60 
chemical or electrical element or structure, or whatever 
method step, which may now or in the future exist which 
carries out the recited function, whether or not precisely 
equivalent to the embodiment or embodiments disclosed in 
the specification above, i.e., other means or steps for carry- 65 
ing out the same functions can be used; and it is intended that 
such expressions be given their broadest interpretation. 



What is claimed is: 

1. A printed patch for transdermal administration of at 
least one therapeutically active agent comprising a non- 
adhesive liner and a dried pharmaceutical composition that 

; comprises the active agent or agents present on the non- 
adhesive liner, wherein the non-adhesive liner is made of a 
material that is not permeable to the active agent or agents. 

2. The printed patch according to claim 1 wherein the 
patch further comprises at least one layer selected from the 

a group consisting of a backing layer, an adhesive and a 
microporous liner layer. 

3. The printed patch according to claim 1 wherein the 
dried pharmaceutical composition is hydrophilic. 

4. The printed patch according to claim 3 wherein the 
5 dried pharmaceutical composition comprises at least one 

hydrophilic therapeutically active agent. 

5. The printed patch according to claim 4 wherein the 
hydrophilic therapeutically active agent is selected from the 
group consisting of proteins, polypeptides, peptides, poly- 

3 nucleotides, oligonucleotides, growth factors, hormones, 
and salts thereof. 

6. The printed patch according to claim 5 wherein the 
hydrophilic therapeutically active agent is human growth 
hormone. 

5 7. The printed patch according to claim 5 wherein the 
hydrophilic therapeutically active agent is human insulin. 

8. The printed patch according to claim 4 wherein the 
dried pharmaceutical composition further comprises at least 
one additional hydrophilic agent. 
D 9. The printed patch according to claim 8 wherein the 
hydrophilic agent is mannitol. 

10. The printed patch according to claim 8 wherein the 
dried pharmaceutical composition comprises human growth 
hormone and mannitol. 
5 11. The printed patch according to claim 8 wherein the 
dried pharmaceutical composition further comprises a sta- 
bilizer. 

12. The printed patch according to claim 11 wherein the 
stabilizer is selected from , carbohydrates, amino acids, and 
) polymers. ""~ — ~ — — 



ConsisTmg at 



13. The printed patch according to claim 12 wherein the 
carbohydrate is a disaccharide selected from ^sucrose and 
trehalose. " " ~~ ' 

14. The printed patch according to claim 11 wherein the e 
dried pharmaceutical composition comprises human growth 
hormone, mannitol and sucrose. 

15. The printed patch according to claim 11 wherein the 
dried pharmaceutical composition comprises human growth 
hormone, mannitol and trehalose. 

16. The printed patch according to claim 1, which con- 
tains below 20% by weight of water and wherein the active 
agent remains stable for at least three months at about 22° C. 

17. The printed patch according to claim 1 wherein the 
pharmaceutical composition further comprises at least one 
component selected frorn ^an antioxidant, a buffering agent -{-fofi qrOW.p 
and a preservative. ' — ' ~ • ^- ' c 

18. A method for transdermal administration of a dried 
pharmaceutical composition comprising at least one thera- 
peutically active agent comprising: 

(a) generating at least one micro-channel in an area of the 
skin of a subject, and 

(b) affixing a printed patch according to claim 1 to the area 
of skin in which at least one micro-channel is present. 

19. The method according to claim 18 which further 
comprises: 

(c) achieving a therapeutic blood concentration of the 
active agent for a predetermined period of time. 
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20. The method according to claim 18 wherein the dried 
pharmaceutical composition is hydrophilic. 

21. The method according to claim 20 wherein the dried 
pharmaceutical composition comprises at least one hydro- 
philic therapeutically active agent. 

22. The method according to claim 21 wherein the hydro- 
philic therapeutically active agent is selected from the group 
consisting of proteins, polypeptides, peptides, polynucle- 
otides, oligonucleotides, growth factors, hormones, and salts 
thereof. l 

23. The method according to claim 22 wherein the hydro- 
philic therapeutically active agent is human growth hor- 

24. The method according to clain(^ )wherein the pre- 
determined period of time is about 1 to 6 hours. 15 

25. The method according to claim 22 wherein the thera- 
peutically hydrophilic active agent is human insulin. 

°\ , 26. The method according to clairrQ5) wherein the pre- 

determined period ot time is about 4 to 6 hours. 

27. The method according to claim 18 wherein the patch 20 
comprises at least two electrodes integrated thereto. 

28. The method according to claim 18 comprising induc- 
ing iontophoresis of the at least one therapeutically active 
agent into the skin of the subject. 

29. The method according to claim 28 wherein inducing 25 
the iontophoresis comprises inducing the iontophoresis sub- 
sequent to the generating of the at least one micro-channel. 

30. The printed patch according to claim 1 comprising at 
least two electrodes integrated thereto. 

31. A system for transdermal delivery of an active thera- 30 
peutic agent from a dried pharmaceutical composition com- 
prising: an apparatus for facilitating transdermal delivery of 
an active therapeutic agent through skin of a subject, said 
apparatus capable of generating at least one micro-channel 

in an area on the skin of the subject, and the printed patch 35 
according to claim 1. 

32. The system according to claim 31 wherein the patch 
further comprises at least one layer selected from the group 

— consisting of a backing layer,(g»^)an adhesive layer and a 

microporous liner layer. 40 

33. The system according to claim 31 wherein the dried 
pharmaceutical composition is hydrophilic. 

34. The system according to claim 33 wherein the dried 
pharmaceutical composition comprises at least one hydro- 
philic therapeutically active agent. 45 

35. The system according to claim 34 wherein the hydro- 
philic therapeutically active agent is selected from the group 
consisting of proteins, polypeptides, peptides, polynucle- 
otides, oligonucleotides, growth factors, hormones, and salts 
thereof. 50 

36. The system according to claim 35 wherein the hydro- 
philic therapeutically active agent is human growth hor- 
mone. 

37. The system according to claim 35 wherein the hydro- 
philic therapeutically active agent is human insulin. 55 

38. The system according to claim 34 wherein the dried 
pharmaceutical composition further comprises at least one 
additional hydrophilic agent. 



39. The system according to claim 38 wherein the hydro- 
philic agent is mannitol. 

40. The system according to claim 38 wherein the dried 
pharmaceutical composition comprises human growth hor- 
mone and mannitol. 

41. The system according to claim 38 wherein the dried 
pharmaceutical composition further comprises a stabilizer. 

42. The system according to claim 41 wherein the stabi- 
lizer is selected fron flcarbohydrates, amino acids and poly- "Big, "WO 
mers. Consis"fiJi<j 

43. The system according to claim 42 wherein the carbo- 
hydrate is a disaccharide selected from, ,sucrose and treha- airo 

lose - (Wtstmfl 

44. The system according to claim 41 wherein the phar- J 
maceutical composition comprises human growth hormone, 

mannitol and sucrose. 

45. The system according to claim 41 wherein the phar- 
maceutical composition comprises human growth hormone, 
mannitol and trehalose. 

46. The system according to claim 31 wherein the active 
agent remains stable for at least three months at about 22° C. 

47. The system according to claim 31 wherein the phar- 
maceutical composition further comprises at least one com- 
ponent selected fromjanjarrti-r^d^^ CfOU 
a preservative. " cWlstfw» 

48. The system according to claim 31 comprising an J 
apparatus for facilitating transdermal delivery of a therapeu- 
tically active agent through skin of a subject, said apparatus 
comprising: 

a. an electrode cartridge comprising at least one electrode; 
and 

b. a main unit comprising a control unit which is adapted 
to apply electrical energy to the electrode when the 
electrode is in vicinity of the skin, typically generating 
current flow or one or more sparks, enabling to cause 
ablation of stratum corneum in an area beneath the 
electrode, thereby generating at least one micro-chan- 
nel. 

49. The system according to claim 48 wherein the elec- 
trode cartridge is removable. 

50. The system according to claim 48 wherein the elec- 
trode cartridge comprises a plurality of electrodes capable of 
generating a plurality of micro -channels of uniform shape 
and dimensions. 

51. The system according to claim 48 wherein the elec- 
trical energy is of radio frequency. 

52. The system according to claim 31, wherein the printed 
patch comprises at least two electrodes. 

53. The system according to claim 52, wherein the elec- 
trodes are adapted to induce iontophoresis of the at least one 
therapeutically active agent into the skin of the subject. 



